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Office Action Summary 



Application No. 
09/960,665 



Applicant(s) 



Osen et al. 



Examiner 



Bruck Kifle, Ph.D. 




- The MAILING DATE of this communication appears on 



the cover sheet with the correspondence address 



SHORTENED STATUTORY PER,0D FOR REPLY ,S SET TO EXP.RE _3 MONTH(S) FROM 

^rrr^-^r^™. — — 

mailing date of this commumcat.on. statutory minimum of thirty (30) days will be considered t<mely 

- H the period for reply specrf.ed above ts less than th.rty (30) days, a J^r™™"™° ... J? ire s ,v {6 ] MONTHS from the mailing date of this communication. 
If NO oeriod for reply is specified above, the maximum statutory period w.ll apply and will exp.re SIX (61 mw i ■ _Trom * 

=~=^~~~=~^^^ 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 



1)1x1 Responsive to communication(s) filed on Sep 16, 2002 . 

2a) □ This action is FINAL. 2b) K This action is non-finai. 

3) D Since this application is in condition for allowance except for formal matters P^ecu^on as to the merits is 

closed in accordance with the practice under Ex parte Quayle. 1 935 CD. 11, 453 O.G. 21 3. 
Disposition of Claims 

r-i ^ w m ox is/are pending in the application. 

4) !xj riflimisi 7. 2. 6. 7, and 12-35 

is/are withdrawn from consideration, 

is/are allowed. 



4a) 01 the above, claim(s) 

5) D Claim(s)_ 

6) 53 r\*\mi&\ 1. 2. 6, 7, and 12-35 

7) D Claim(s) : 

8) □ Claims . 



is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner 

10)D The drawing(s) filed on 



is/are a) □ accepted or b)D objected to by the Examiner. 



Applicant may not request that any objection to the drawings) be held in abeyance. See 37 CFR 1 .85(a). 

r-. ■ -w, ™ is- a)D approved b)D disapproved by the Examiner. 

1 !)□ The proposed drawing correction filed on ls - «" LJ <w ,u c 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. _ ■ 

3. □ Copies of the certified copies of the priority d~u«^ h^^^ in thiS Nati ° nal ^ 

application from the International Bureau (PCT Rule 1 7.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) B Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 
Attachment(s) 

„ □ Not«e of References Cited (RTO-892, 4» □ Intend Sumrnaa, (FT0-413) Paper No(s). 

2, □ Notice of Draftsman's Patent Drawing Revuw (PT0-948) 5) □ Notice of Informal Patent Ap P lk»tion (FTO-! 52) 

3) Information Disclosure Statement(s) (PTO-1449) Paper No(s). 3 and 4 6 ) □ Other: ^ _ 
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Part of Paper No. 7 



Application/Control Number: 09/960,665 Page 2 

Art Unit: 1624 



Applicant's amendments and remarks filed 9/25/02 have been received and reviewed. 
Claims 1, 2, 6, 7 and 12-35 are now pending in this application. 

Election/Restriction 

Applicant's election of the compound wherein both the first and second hsp-binding 
moieties are geldanamycin and the linker is four carbons long in Paper No. 6 is acknowledged. 
Because applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse (MPEP § 
818.03(a)). 

The elected compound was not found and the search was expanded to embrace 
geldanamycin dimers.- 

Claim Rejections - 35 USC § 112 
Claims 1, 2, 6, 7 and 12-35 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

i) It is unclear where on the geldanamycins the linker is bonded to. Is it on the same position on 
each geldanamycin or can it be bonded at different locations on each? 

ii) The nature of the linker is not known. Is only an alkylene chain intended or could it also be 
other groups or atoms? It is unclear what the substituents are on the substituted carbon chain of 
the linker. Can the substituent be yet another geldanamycin? 
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iii) In claim 12 and 26-30, it is unclear as to where these cells are that are to be destroyed. It is 
unclear which cells are expressing a HER-family tyrosine kinase and which ones are not. The 
claim also embraces cells in a petri dish. It is unclear what is accomplished. 

Claims 13-17 and 3 1-35 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
bject matter which was not described in the specification in such a way as to enable one skilled 
the art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. These claims are drawn to the treatment of cancer. The specification does not provide 
enablement for the treatment of cancer generally. No compound has ever been found that can 
treat cancers generally even though massive efforts have been directed towards this end. Since 
this assertion is contrary to what is known in oncology, proof must be provided that this 
revolutionary assertion has merits. Nearly all anticancer drugs are effective against only a limited 
group of related cancers. Therefore, a compound effective against cancer generally would be a 
revolutionary exception. Applicant is asserting that he succeeded where others have failed. 
Where extensive efforts have all failed, it is reasonable for the Patent and Trademark Office to 
require proof that the claimed invention actually works for this specific utility. It is well 
established that a utility rejection is proper when scope of enablement is not reasonably 
correlated to the scope of the claims. (In re Vaeck 20 USPQ2d 1439, 1444, In re Ferens 163 
USPQ 609). 
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In re Buting 163 USPQ 689 establishes that even clinical tests showing that a compound 
found to be useful in the treatment of two types of cancers was not sufficient for a much broader 



range. 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Bruck Kifle whose telephone number is (703) 305-4484. 

The fax phone number for this Group is (703) 308-4556 or (703) 305-3592. Any inquiry 
of a general nature or relating to the status of this application or proceeding should be directed to 
the Group receptionist whose telephone number is (703) 308-1235. 




October 10, 2002 

Bruck Kifle 
Primary Examiner 
Art Unit 1624 



